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The MAILING DATE of this communication appears on the c ver sheet with the c rresp ndence address - 
Period f r Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to Gommunication(s) filed on 22 May 2003 . 
2a)K This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 8-10 and 18-22 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) n Claim(s) 8-10 and 18-22 is/are reiected. 

7) 0 Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)\Z\ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
11 )n The proposed drawing correction filed on is: 3)0 approved b)n disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)nAll b)n Some*c)n None of: 

1 Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment{s) 

1 ) S Notice of References Cited (PTO-892) 4) O Interview Summary (PTO-413) Paper No(s). . 

2) C] Notice of Draftsperson's Patent Drawing Review {PTO-948) 5) [I] Notice of Infomrial Patent Application (PTO-152) 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 
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DETAILED ACTION 



Claims 8-10 and 18-22 are pending in the application. 



Election/Restrictions 



AppNcanf -s election of the species of Luteolin in Paper No. 1 1 is acknowledged. 



Applicant contends that claim 10 is not a generic claim. The Applicant is correct, 
this was a typographical error. Claims 8 and 19 and 20 are generic. All claims will be 
examined on the merits for the elected species, and all dependant claims which include 
this species will also be examined (there are no dependant claims which specifically 
state a non-elected species alone). 

Claims 8-10 and 18-22 have been presented for examination on the merits. 



The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 



(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject naatter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 



Claim Rejections - 35 USC § 103 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 8-10 and 18-22 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bok et al. (US 6,096,364A). Claims 8-10 and 18-22 are drawn to a 
method for treating diabetes with luteolin. Claims are further drawn to wherein the 
luteolin is administered with other flavonoids such as dihydrokaempferol, apigenin and 
quercetin. 

Bok et al. (US 6,096,364 A) taught that bioflavonoids of the following structure 
were useful for lowering blood glucose levels: 
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R^ R^, R^, R^, R^, R^. R« and R^ are each indepen- 
dently faydrc^an; a hydroxy group; a C^.^ alkoxy grovp 
optionally ^bstituted with one or more sutetituents 
selected firom the group consisting of a hydroxy, C^.^ 
olkioxy, aryloxj', and phenyl group substituted with 1 to 
3 sutetituents selected &om die group consisting of a 
hydroxy, alkoscy^ aryloxy, halogen, niiro and amick} 
group; a C^_g cycloalkyloxy group sul^tituted with 1 to 
3 subslituente selected from the group oons^ting of a 
hydro3£y, alkoxy» aryloxy^ halogen, niiro and amids 
group; a cycloalkylcaxbonyk^xy g^up substituted 
with 1 to 3 sul^tituents elected from die gtojxg con- 
^ting of a hydroxy, alkoxy^ aryloxy, halogen^ nitro and 
amido group; a C^^io C^e-ie acyloxy group optk>n- 
ally substituted with one or more substituents selected 
frcon the groi^ consisting of a hydroxy, Ci^ alkoxy, 
aiyloxy, and phenyl group substituted with 1 to 3 
aib^itucnts selected from the group consisting of a 
hydroxy, alkoxy, aryloxy, halogen, nitro group; a ruti- 
nosyl group; or a rhaminosyl group; and 
X b a single or double bond. 

(col.2) 



Bok et al. specifically mentioned that the preferred species of flavonoids were: 
wherein is H, is OH, a rutinosyl or rhaminosyl; R^ is H; R"^ is OH; R^ is H, OH or a 
rutinosyl group; R® is H; R^ is H or OH; R® is OH or OCH3 and R^ is H (col.2, lines 58- 
62). Table II specifically teaches that luteolin, quercetin, apigenin and kaempferol all fall 
within these parameters (col. 3). Although Bok et al. did not specifically teach that 
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dihydrokaempferol fulfilled these parameters, it is clear that dihydrokaempferol indeed 
satisfies this requirement: 




One of ordinary skill in the art would have been motivated to have administered 
all of the claimed flavonoids to a person suffering from diabetes because Bok et al. 
taught that bioflavonoids (flavonoids) which meet the above criteria would promote the 
lowering of blood glucose levels. Because all of the claimed flavonoids meet the criteria 
set out by Bok et al., the ordinary artisan would have had a good expectation that each 
flavonoid would have individually performed successfully with regard to blood glucose 
lowering (treatment of diabetes). 

Although Bok et al. did not specifically teach the claimed combination of 
flavonoids (i.e., luteolin, dihydrokaempferol, apigenin and quercetin), it would have been 
obvious to one of ordinary skill in the art at the time the claimed invention was made to 
combine the instant ingredients for their known benefit since each was well known in the 
art for lowering blood glucose levels. This rejection is based on the well established 
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proposition of patent law that no invention resides in connbining old ingredients of known 
properties where the results obtained thereby are no more than the additive effect of the 
ingredients, In re Sussman, 1943 CD. 518. Applicants invention is predicated on an 
unexpected result, which typically involves synergism, an unpredictable phenomenon, 
highly dependent upon specific proportions and/or amounts of particular ingredients. 
Any mixture of the components embraced by the claims which does not exhibit an 
unexpected result (e.g., synergism) is therefore obvious. 

Although Bok did not specifically teach the claimed ratios of luteolin to 
dihydrokaempferol (i.e., claim 22), the ordinary artisan would have been motivated to 
have varied the amounts administered according to age and weight. Varying quantities 
of known pharmaceutical ingredients was considered optimization of result effective 
variables; common, routine practice in the art of pharmacology. 



Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 



No Claims are allowed. 
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TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to examiner Patricia Patten, whose telephone number is 
(703)308-11 89. The examiner can normally be reached on M-F from 9am to 5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brenda Brumback, can be reached on (703) 306-3220. The fax phone 
number for the organization where this application or proceeding is assigned is (703) 
872-9306. The official After final fax phone number is (703) 872-9307. 



or proceeding should be directed to the receptionist whose telephone number is (703) 
30.8-0196. 



Any inquiry of a general nature or relating to the status of this applicafion 





